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October 13, 2000

- Ms. Anne Henig

o

Center for Drug Evaluatlon and Research (HFD- 006) :ﬁ
Food and Drug Administration Ea
5600 Fishers Lane 52
Rockville, Maryland 20857 =

| ho
Dear Ms. Henig: . -

- The International Academy of Compeunding Pharmacists has requested ,tin% to
pr‘esent at the puhlic hearing on the Prescription Drug Marketing Act on Octeber 27,
2000. In preparation» for that hea.ring,' I recenﬂy 'called you with 'sever_al quéstions about
the hearing proceSs and format. You suggested that I call Peg O’Rouke because yeu
‘could only provrde me with directions to the heanng location. I did call Ms. O’Rouke that
same day but unfortunately, she was not able to answer my questlons e1ther Therefore 1
am hoplng that by putting my questions in wntmg you can see that they get the attention
of someone who can answer them and get back to me prior to the meeting.

» First, will IACP be notified in advance what time we will be speaking and how
 much time will be allotted’ for our presentation? Will we need to come and sit through the
entire hearing from 8:30 a.m. until 4:30 p.m.? As a non-profit association, IACP seeks to

minimize costs. Therefore, We would like to know in advance when our Washington
representatives will need to be present The length of time given for the presentation is
also critical. If we prepare a 20-minute presentatron and then only have ﬁve minutes to

speak it will be dlfﬁcult at the last mlnute pnor to speaklng to ensure the most s1gn1ﬁcant

1nformat10n is presented
Second what is the format of the meetlng? W111 one large group of FDA ofﬁcrals

listen to speakers in sequence or will there be smaller panels of FDA officials or break-
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out panels hstenmg to presenters 51mu1taneously'7 The second format Would allow more
opportumty for interactive dlalogue and quest1on1ng IACP’s presentation will be A
prepared dlfferently based on the format of this hearmg Therefore it is 1mportant that
these questlons be answered as soon as pos51b1e ‘

IACP wants to effectlvely and efficiently present at the heanng on October 27.1
appreciate your help in gamlng more insight about this heanng so that we can provrde

Valuable and relevant 1nformat10n to F DA

Sincerely,
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Executive D1rector




